The same research proposal was submitted to 24 district health authority (DHA) research ethics committees in different parts of the country. The objective was to obtain permission for a multi-centre research project. The study of neonatal care in different types of unit (regional, subregional and district) requiring ethical permission were to be collected from 56 units; individual data collection on nurses in 24 of these units was planned and parents whose babies had recently been patients in the same 24 units were to be approached.9 Parents whose babies had died were to be included. The chairmen, chairwomen or secretaries of 24 district health authority research ethics committees were contacted requesting forms and instructions and ethical applications were made for the second and third stages of the project. Submission and processing took place over a year.
Introduction
Recognition of the role of ethics committees in the area of medical research has grown substantially.'
The Department of Health (DOH) guidelines6'-emphasise the importance of medical research, the responsibility of the National Health Service (NHS) in supporting research and the role of a local research ethics committee (LREC) in advising on the ethics of research using human subjects. An analysis is reported of data collected prospectively on the submission and processing of a multi-centre study concerned with the organisation and staffing of neonatal care in England. Specific points and general issues arising in the course of submission are presented and discussed.
Methods
Applications were made to the widely distributed districts in which six regional, six subregional and twelve district neonatal units were located. The research was designed in three stages: general data not Key words Neonatal care; audit; LRECs.
requiring ethical permission were to be collected from 56 units; individual data collection on nurses in 24 of these units was planned and parents whose babies had recently been patients in the same 24 units were to be approached.9 Parents whose babies had died were to be included. The chairmen, chairwomen or secretaries of 24 district health authority research ethics committees were contacted requesting forms and instructions and ethical applications were made for the second and third stages of the project. Submission and processing took place over a year.
Results

SUBMISSION
At the time of application ten committees referred to themselves as "ethical" and 14 also used the word "research" in the title. The information requested varied: 16 of the 24 had a specific form for submission; five required that the form be supplemented by a full protocol and the remainder required only a protocol. Additional information on specific points was requested by ten committees and four invited attendance at the relevant meeting.
The length of the form ranged from one to ten pages (median five) and contained between seven and 21 questions (median 13) . One contained a total of more than 50 sub-questions. Between one and 19 copies of the application form (median six) were required by the different committees and up to 12 copies of the parents' letters and questionnaires. Letters of local support were requested by nine of the 24 committees, most commonly from hospital consultants in the target hospitals.
The availability and quality of instructions varied: half the committees provided instructions about submission, five by letter and seven on separate sheets. These ranged from two to seven pages and were largely oriented towards applications for clinical trials. All but one of the teaching districts approached sent some instructions, contrasting with the 18 non-teaching districts from whom three sets of formal instructions were received. From the varied responses of the different committees and the way the same proposal was handled it was evident that applications could be subject to differing degrees of scrutiny and even-handedness. Recent and ongoing research projects in the target hospitals visited indicated that proposals from outside a district or region may be at a disadvantage in receiving a more critical appraisal than locally originated studies. In contrast, local applicants' submissions, often from individuals working within the institution, may be less closely examined. In some instances greater weight was given to local opinion and advice rather than cognisance being taken of the views of outsiders, or of the actions of other research ethics committees presented with the same project.
The guidelines make no mention of personal representation to research ethics committees. Some invite researchers to attend the meeting at which their proposal is to be discussed, a request with which local applicants would be better placed to comply. If, as emphasised by Neuberger,4 there are benefits to attendance, there may be pressure in this direction in the future. However, with multi-centre studies, using a large number of participating trusts, or where study sites are widely separated and distant from the co-ordinating centre, this is potentially demanding of time and resources.'4-15 Personal appearance at meetings may also have dubious benefits: individuals in positions of authority locally or those with effective interpersonal skills may obtain permission more easily, without necessarily presenting research that is soundly based in ethical or scientific terms.
DECISION-MAKING
Delays in processing applications and in informing applicants of decisions may be due to a heavy workload and poorly resourced clerical back-up for research ethics committees.4 16 However, during the numerous submissions for the study, it appeared that some delays and the small number of rejections were associated with local management crises and personnel problems in the areas of the service to be studied, rather than with inadequacies in the proposed research or availability of secretarial assistance.
CONFIDENTIALITY
Two points can be made about confidentiality: the first concerns patients and their families. The guidelines which place emphasis on the confidentiality of the committee proceedings, patients' medical records and the data collected on individuals, also direct researchers to seek consent from the health professional concerned in the relevant aspect of care. However, for many patients and their families there are a number of health care professionals who could be consulted and informed, and parents or patients may prefer to express their views in confidence. In the study of neonatal care where an important topic was parental experience and satisfaction with the local care and facilities provided, consulting the professionals involved could have confounded the study itself. Problems may also arise when patients participating in a study are transferred between health districts and the numbers of health care workers involved are increased.
The second point about confidentiality concerns research proposals. Discussion about a proposed project outside the committee room, even among professionals, may affect its validity and success. Research proposals covering areas such as management, aspects of service provision, quality of care, staff health and patient satisfaction are particularly vulnerable in this regard.
RESEARCH INVOLVING HUMAN SUBJECTS
Research on subjects other than patients or volunteers was not specifically addressed in the instructions to applicants nor in the forms received, and the committees' handling of this aspect of the proposal was variable. The position with regard to medical and nursing staff as study subjects (especially in nonclinical studies) was unclear to some committees, who felt that consideration of this part of the study was not within their remit.
Linked with confusion about the position of staff as subjects, is the question of exactly who is a subject and the role of a research ethics committee when the proposed subjects are neither patients nor volunteers in the conventional sense and the study is not a clinical one. In research projects where surveys or interviews with patients' families or the parents of children who are patients are proposed most ethics committees take on a protective role and extend their responsibilities to include these related individuals. As possibly vulnerable groups, especially where serious illness or death is involved, this seems appropriate, but it is difficult to know how far this should extend and over what period of time. That the protection of "all" research subjects is the responsibility of local research ethics committees appears to be clear, in theory at least. Whether all of those involved in the type of study described The composition of the research ethics committees to which the applications were made is largely unknown. However, as Neuberger reported,4 the proportion of lay and non-medical members is still relatively small. Not all that happens in a health care context is medical or clinical and certain aspects of local research ethics committee functioning need to take this into account. Increasingly, research which borders on audit is being carried out on more dynamic aspects of the NHS, including management style and structure, training, work organisation and content. Studies in the fields of psychology, sociology and occupational health are less familiar to research ethics committee members. In these contexts the use of questionnaires and interview schedules as methods of data collection are standard practice. Unfamiliarity with such instruments may result in misunderstandings which contrast with an appreciation of the technical procedures or drug regimes proposed in clinical research.
To deal more effectively with all classes of research proposal and better to inform the process, a more broadly based committee membership is needed, with nurses routinely represented, doctors below consultant level (a mixture of those involved in clinical care and research) included, and other non-medical professionals working in health care, in addition to independent lay persons working outside the NHS.4" Where the size of committees becomes unwieldy, co-option may provide for broader representation and flexibility.
MULTI-CENTRE STUDIES
The role of committees in reviewing protocols for multi-centre trials is one in which the guidelines expect them to face two ways at once.'2 The recent advice is that each committee is free to arrive at its own decision, but at the same time it is suggested that one district ethical committee be nominated on behalf of them all to consider a particular project. There is clearly a balance to be sought between facilitating ethical research and safeguarding the interests of research subjects and preventing unethical studies from taking place. The need for adequate administrative support and training for those involved has been emphasised4 5and, while streamlining of submission procedures and ethics committee organisation may be in hand currently, it seems unlikely that delays and variations of the kind encountered will disappear in the near future. If research and development is to be considered an integral part of health care, then so is the ethical review of research proposals, and like other parts of the health care system LRECs should expect to be audited." As a result of this experience of the functioning of ethics committees it is recommended that standard forms, instruction and information sheets be agreed and utilised nationally. There would also be some advantage in establishing a national committee or advisory group concerned with general ethical principles, scientific merit and multi-centre trials." 14 Central processing and independent expert opinion in the appropriate fields could reduce the workload for LRECs and researchers alike, while still endorsing the principle that a locally based committee should retain the right of veto and the ultimate responsibility for safeguarding the rights of the individuals who are the subjects of such research.
